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DETAILED ACTION 

Claims 1-8 are pending in the case. 

Receipt of the Information Disclosure Statement on 2/27/06 is acknowledged. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-8 rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 1 and by dependence claims 2-5 are vague and indefinite in the 
recitation of "said intermediate fragments" in part (b). It is unclear which of the 
intermediate fragments recited in part (a) is intended. Part (a) recites more than one 
intermediate fragments. 

Claims 1 and by dependence claims 2-5 are vague and indefinite in the recitation 
of "said partially overlapping intermediate fragments further comprising a first 
intermediate fragment and a second intermediate fragment" since it is not clear how a 
fragment can comprising another fragment. 

Claims 4 and 5 recite the limitation "said forward digestion site primers..." (claim 
4) and "said reverse digestion site primers..." (claim 5) in lines 1-2. There is insufficient 
antecedent basis for this limitation in the claim on which the claims depend, i.e. claim 3 
and indirectly claim 1 . There is no recitation of these phrases in claims 3 or 1 . 
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Claim 6 and by dependence claims 7 and 8 are vague and indefinite in the 
recitation of "A vector... comprising (a)forward mutagenic primer; (b) a reverse 
mutagenic primer.... (c) a forward digestion site primer; (d) a reverse digestion site 
primer..." since it is not clear how a vector comprises a "primer", since a primer is a 
single stranded (isolated) fragment, while a vector is generally a circular double 
stranded DNA. In the interest of compact prosecution, it is assumed that "primer" could 
include a double stranded DNA molecule which is present within a vector, which may be 
a plasmid, which could serve as a primer for PCR type synthesis, when present in 
single stranded (either strand), linear form. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-8 are rejected under 35 U.S.C. 102(e) as being anticipated by Bott et 



al. (WO 03/062381) or Poulose et al. (WO 03/062380) (cited by applicants). 
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Bott or Poulose disclose the method for direct transformation of a host cell 
comprising generating partially overlapping intermediate fragments by PCR, further 
comprising a first intermediate fragment and a second intermediate fragment, each 
comprising at least one mutated codon of interest, a flanking nucleotide sequence and a 
digestion site,; joining ends of said intermediate fragments to produce a linear product 
by fusion PCR, ligating of the linear product to create a circular product and incubating a 
host cell with said circular product (see pages 36-38, see Fig. 4, 5 of Bott; see pages 
21-22, Fig. 4, 5 of Poulose). The intermediate fragments comprise a forward and 
reverse mutagenic primer comprising a mutation and a flanking sequence. The 
digestion site may be an Apal digestion site. Bott et al. and Poulose et al. disclose a 
vector comprising a forward and reverse mutagenic primer, having overlapping portion 
upstream and downstream of a mutagenic codon, and a forward and reverse digestion 
site primer, having digestion sites fused at end to form a circular polynucleotide 
sequence (see Figure on page 1 , Fig. 5 of both). The forward and reverse digestion 
site primer are identical to those claimed (see page 37 of Bott, see page 21 of Poulose). 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome 
either by a showing under 37 CFR 1 .1 32 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1 .131 . 
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Claim 6 is rejected under 35 U.S.C. 102(b) as being anticipated by Estell et al. 
(US Patent 5,182,204). 

Estell et al. disclose a vector comprising a first and second mutagenic primer 
having overlapping portion upstream and downstream of a mutagenic codon, and a 
forward and reverse digestion primer which each have a restriction enzyme digestion 
site fused at end to form a circular polynucleotide site (see Fig. 1). Since the plasmid in 
Fig. 1 comprises a region of a gene having a mutation, this region comprises a forward 
and reverse mutagenic primer as recited in the claim. Since the plasmid comprises 
regions having restriction enzyme restriction sites, it would comprise a forward and 
reverse primer containing a restriction enzyme digestion site which is fused to form a 
circular DNA. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NANCY VOGEL whose telephone number is (571)272- 
0780. The examiner can normally be reached on 7:00 - 3:30, Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on (571 ) 272-0951 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner, Art Unit 1636 
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